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April 4, 2003

Dockets Management Branch (HFA-305)

Food and Drug Administration

Department of Health and Human Resources

5630 Fishers Lane

Room 1061

Rockville, MD 20852

Re:
FDA Docket No. 02N-0278
Prior Notice of Imported Food under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002

Dear Dockets Manager:

On behalf of the members of the US Tuna Foundation (USTF), thank you for the opportunity to comment on the Food and Drug Administration’s February 3, 2003, notice of proposed rulemaking concerning prior notice of imported food under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002.  The USTF members include domestic tuna processors, Bumble Bee (ConAgra), Chicken of the Sea International, and StarKist (DelMonte Foods).  Our members import fresh/frozen tuna for processing as well as canned and pouched tuna from many nations around the world.

1. Section 1.277(c)(4) concerns originating country identification:  
A.  The US processors annual requirement for raw material is met by domestic and foreign sources.  In order to remain competitive, US processors have routinely had to purchase raw product from as many as 60 different sources of supply*.  Since each can of tuna may involve raw material from any multitude of different origins, identification of each originating (harvesting) nation would be nearly impossible.  
*2000 Imports of tuna for canning:  Australia, Barbados, Brazil, Canada, Cape Verde, Central African Rep., China, Chile, Costa Rica, Denmark, Ecuador, El Salvador, Fed States of Micronesia, Fiji, French Polynesia, Grenada, Honduras, Iceland, Indonesia, Italy, Ivory Coast, Japan, Malaysia, Maldive Is., Marshall Islands, Martinique, Mauritius, Mexico, Namibia, Netherlands Antilles, New Zealand, Nicaragua, Norway, Oman, Panama, Peru, Philippines, Portugal, Saudi Arabia, Singapore, South Africa, South Korea, Spain, Sri Lanka, St.Vincent-Grenadine, Suriname, Taiwan, Thailand, Tonga, Trinidad & Tobago, United Arab Emirates, Uruguay, Venezuela, Viet Nam, Western Samoa
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B. Originating country identification becomes even more complicated when determining country of origin for semi-processed items such as frozen precooked tuna loins.  For example, tuna caught by foreign vessel and delivered to a location different from the harvesting country for processing into frozen precooked loins and subsequently imported in to the United States should be identified as a product of the country making the transformation from raw tuna to precooked loins.  The appropriate originating country in this case would be the loin processor and not the harvesting nation.

C. We agree with the agency’s proposal to use the proposed definition of “originating country” as the principles proposed by the USDA’s Agricultural Marketing Service guidance published October 11, 2002 in response to the 2002 Farm Bill.  In that guidance, USDA clearly has exempted canned tuna from the requirements of identifying each harvesting nation. 
2. Section 1.288 concerns what information must be submitted in the prior notice: 

A. (a)  The proposed rule is unclear which registration number will be required on the shipping documentation for product produced in a foreign facility and subsequently warehoused in another facility prior to shipment (where no “processing” takes place).  It should be noted that the warehouse could be a public warehouse registered under another company’s name, not the shipper’s name.

B. (e)(v):  The proposed rule is not clear if the lot or code numbers required are the can code or the carton code – these may not necessarily be the same.  We would propose the carton code since it is more easily read in a warehouse situation.
3.  Section 1.290(d) concerns grower identification:  As discussed in the previous section on Section 1.277, tuna processors receive raw product from numerous countries.  Harvesters of wild products such as tuna caught on the high seas should not be included in the definition of “grower.”  

4. We believe that the registration of warehouse operations will greatly increase the number and complexity of the registrations and would not be enforceable or readily audited by FDA. We believe registration should be limited to facilities where product was processed into its finished form.
5. Section 1.290 concerns product identity amendments:  FDA has requested comments on restricting the number of amendments to one.  We believe that from time to time genuine clerical errors will be made that will require correction.  Therefore, some allowance for this should be made beyond the amendments contemplated in the proposed regulation.
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6. In order to reduce clerical errors and to speed up the process of submitting notifications, we would suggest a mechanism whereby submission data can be uploaded to the FDA site from another program.
7. No appeal mechanism has been outlined if a product is denied entry.  We suggest that such a mechanism is necessary.
8. We believe that membership in C-TPAT should provide the opportunity to develop fast track options for the prior notification process.  For example, by consolidating documentation requirements with U.S. Customs to increase efficiency by avoiding duplication.

We hope this information will be helpful when finalizing the rulemaking.

Very truly yours,

    /s/
Randi Parks Thomas
